pharmaceut 


3 . (Amended) A 
claimed in claim 2, wherein the f 
the ip-mi p con «i sting of sodium, 
caprylate (Cq) , caprate (Ciq) / 


aura; 


ffcal aerosol formulation as 
acid salt is selected from 
ssium and lysine salts of 
^Ci2) myristate (C14) . 


5. (Amended) A pharmaceutical aerosol formulation as 
claimed in claim 4, wherein the bile sal^s selected from the 

....^...ina of salts of cholic, oa^cocholic and taurocholic 

acids . 


6. (Amended) A ph^ac^ical aerosol formulation as 
Claimed in claim 5, wherein l^ke^e salt is selected from the 
^^„ P .»n«-i.t:ina of sodiua/and potassium salts of cholic, 
glycocholic and tauroclKjlic acids. 


9. (Amended) A pharmace/ical aerosol formulation as 
claimed in claim 8, wherein the/^actant is selected from ^ 

^ P ^»n«ietina of lysophospttajad^lcholines, 

lysophosphatidylglycerols, ly^o^io^iatidyl^ 
lysophosphatidylinositols /nd lysophosphatidylserines . 


11. (Amended) A pharmac^tical aerosol formulation as 
Claimed in claim 10, wherein «xe/urfactant is selected from m 

^ p o»n>,S sting of diacylph<4?^ati^^ 

diacylphosphatidylglycerols,U^ 

diacylphosphatidylinositoiyaii^diacylphosphatidylserines. 


12. (Amended) A pharmaceutical aerosol formulation as 
claimed in claim 11, wherein the surfactant is selected from the 
group consisting of dioctanoylphosphatidylglycerol and 
dioctanoylphosphatidylcholine . 



13. (Amended) A pharmaceutical aerosol formulation as 
claimed in claim 1, wherein the surfactant is selected from the 

group consisting of alkyl glucosides and alkyl maltosides. 

\ I 

14. (Amended) A pharmaceutical aerosol formulation as 
claimed in claim 13, wherein\tae suaffactant is selected from the 
group consisting of decyl glu^oside and dodecyl maltoside. 


15. (Amended) A^ pharmaceutical aerosol formulation as 
claimed in [any of] claimP^s] 1[-"14], wherein the propellant 
comprises 1,1,1,2-tetraf luoroethane (P134a) , 1,1,1,2,3,3,3- 
heptaf luoropropane (P22^) or 1, 1-dif luoroethane (P152a) • 


17. (Amended) A pharmaceutical aerosol formulation as 
claimed in claim [15 or] 16, wherein the propellant comprises a 
density-matched mixture of 1, 1/1,2 -tetrafluoroethane (P134a) and 
1,1,1,2,3,3,3-heptaf luorour<^ne (P227) . 


18. (Amended)\ /A ptmrmaceutical aerosol formulation as 
claimed in [any preceding] claim 1, wherein the medicament is a 
^2-adrenoreceptor agon^^st, an anticholinergic bronchodilator, or 
a glucocorticosteroid; 


19. (Amended) A pharmaceutical aerosol formulation as 
claimed in claim 1 [18], wherein the medicam nt is sel cted from 
the group consisting of salbutamol, terbutaline, rimiterol, 
fenoterol, reproterol, adrenaline, pirbuterol, isoprenaline, 
orciprenaline, bitolterol, salmeterol, formoterol, clenbuterol, 
procaterol, broxaterol, picumeterol, Ta/2005, mabuterol, 
ipratropixim bromide, beclomethasone, fluticasone, budesonide, 
tipredane, dexamethasone, betcunethascme, f luocinolone, 
trieuacinolone acetonide, mometasone,/ and pharmacologically 
acceptable esters and salts thereoy. 

20. (Amended) A phaansiaceutical aerosol formulation as 
claimed in [any of] claim lijnf, wherein the medicament is 
selected from the group consistiifcr of anti-allergic medicaments; 
expectorants; mucolytics; antihistamines; cyclooxygenase 
inhibitors; lexikotriene synthesis inhibitors; leukotriene 
antagonists, phospholipase-A2 (PLA2) inhibitors, platelet 
aggregating factor (PAF) antagonists and prophylactics of asthma; 
antiarrhythmic medicaments, tranquil isers, cardiac glycosides, 
hormones, anti-hypertensAve medicaments, antidiabetic [-] 
medicaments , antiparasitic [- and] medicaments, anticancer [-] 
mediccUDents , sedatives^ [and] analgesic medicsunents , antibiotics, 
antirheumatic medicaments, immunotherapies, antifungal 
medicaments , [and] antihypotension medicaments, vaccines, 
antiviral medicaments, proteins, peptides, vitamins, cell surfac 
receptor blockers 7 antioxidants, free radical scavengers and 
organic salts of N,N'-diacetylcystine. 


• 


21. (Amended) A pharmaceutical aerosol formulation as 
claimed in [any preceding] claim 1, includina ethanol in an 
amount of up to 20% by weight of propellany and surfactant. 

22. (Amended) A pharmaceutical aerosol formulation as 
claimed in [any preceding] claim 1, including ethanol in an 
amount of up to 5% by weight of propelaant and surfactant. 

23. (Amended) A pharmaceutical aerosol formulation as 
claimed in [any preceding] claim xl .including another 

> pharmaceutically active agent [ s^ seVecJ:ed from the group 

consisting of adjuvants^ carriers, flavoviring agents, buffers, 
antioxidants and chemical stabixarser s . 

24. (Amended) A miarmaceutical aerosol formulation as 
claimed in [any preceding] claim 1, wherein the surfactant is 
present in a siirfactant: medicament ratio in the range of 1:50 to 
1:0.2. / 

25. (Amended/ A pharmaceutical aerosol formulation as 
claimed in [any preceding] claim 1, wherein at least 50% of the 
mediccuaent consists of [comprises] particles having a diameter of 
0.01-10 microns. / 
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26. (Amended) A pharmaceutical aercspl formulation as 
claimed in claim [34] 1, wherein at least 50% of the medicament 
consists of (comprises] particles having a diameter of 0.1-6 
microns . / 

27. (Amended) A pharmaceutical/ aerosol formulation as 
claimed in claim [34] 1, wherein at least/ 50% of the medicament 
consists of [comprises] particles having/^ a dicuaeter of 0.1-5 
microns . / 

28. (Amended) A pharmacWtical aerosol formulation as 
claimed in [any of] claim[s] 25[/-27/, iWierein at least [50%] 70% 
of the medicament consists of part^£Q.es [within the said size 
range] having a diameter of 0.01-10 microns. 

29. (Amended) A ph^nnaceutical aerosol fojrmulation as 
claimed in [any of] claim[s] 25[-27], wherein at least [60%] 90i 
of the medicament consists ofi^ particles [within the said size 
range] having a diameter of yO. 01-10 microns . 

30. (Amended) A pharmaceutical aerosol formulation as 
claimed in [any of] claiinf[s 25-27] 26, wherein at least 70% of 
the medicament consists ot particles [within the said size range] 
having a diameter of o/oi-e microns . 
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31. (Amended) A pharmaceutical^erosol formulation as 
claimed in [any of] claim[s 25-27] 26, wh€(rein at least [80%] 9Qi 
of the mediccoaent consists of particles ffwithin the said size 
range] having a diameter of 0.01-6 micrdns . 


33. (Amended) A pharmaceutical aerosol formulation as 
claimed in [any preceding] claim 1, wherein the concentration of 
medicament in the formulation is O.J. mg/ml to 25 mg/ml [of the 
formulation] . 

34. (Amended) A me/thod/for the manufacture of a 
pharmaceutical aerosol formula^^wi as claimed in [any of claims 
1-33] claim 1 , comprising the kt&ps of: mixing the mediccunent and 
the surfactant [and to] in a ^essel [at low temperature]; adding 
propellant [and optional ethanol; mixing; and adding further 
propellant and optional eth&nol] to the vessel; a nd mixing the 
propellant with the medicament /surfactant mixt ure to produce a 
medicament /surf actant/proi& ellant mixture . 



37. (Amended) A method tor the treatment of a patient 
in need of therapy with a medicament , comprising administering to 
said patient a therapeutically effective emount of [the] a 
pharmaceutical aerosol formulation [as claimed in any of claims 
1-33] comprising a HFA propellant: a physiolo gically effective 
amount of the medicament: and a surfact ant selected from the 
group consisting of a Cg-c / ^ fattv acid or salt there of, a bile 
salt, a Phospholipid, and^ an alley 1 sacch aride. 



Add new claims 38 


— 38. The method of claim 37, wherein said propellant 
comprises 1, 1, 1, 2-tetraf luoroethane (P134a) ^ 1,1,1,2,3,3,3-- 
heptaf luoropropane (P227) or 1, 1-dif luoroethane (P152a) . — 

— 39. The method of claim 37, wherein said surfactant 
is selected from the group consisting of sodium, potassium and 
lysine salts of caprylate (Cq) , capyate (C^o) ' laurate (C^j) and 
myristate (C^^) . — 


— 40. The method ol 
is a trihydroxy bile salt. — 


cyiaifm 37, wherein said surfactant 


— 41. The method of claim 37, wherein the surfactant 
is selected from the group consisting of 
lysophosphatidylcholines , lysophosphatidylglycerols , 
lysophosphatidylethanolamines , lysophosphatidylinositols , 
lysophosphatidylser ines , / diacylphosphatidylcholines , 
diacylphosphatidylglycerols , diacylphosphatidylethanolamines , 
diacylphosphatidylinositols , and diacylphosphatidylserines . — 


— 42. The /method of claim 37, wherein the surfactant 
is an alkyl glucoside or an alkyl maltoside. — 
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— 43. The method of claim 37, Wherein the medicament 
is a /92-adrenoreceptor agonist, an anticholinergic 
bronchodilator, or a glucocorticosteroia* — 

— 44. The method of claim 37, wherein the medicament 
is selected from the group consisting of anti-allergic 
medicaments; expectorants; mucolytics; antihistamines; 
cyclooxygenase inhibitors; leukotriene synthesis inhibitors; 
leukotriene antagonists, phospholipase-A2 (PLA2) inhibitors, 
platelet aggregating factor (PAFY antagonists and prophylactics 
of asthma; antiarrhythmic medicaments, tranguilisers, cardiac 
glycosides, hormones, anti-mrpettensive mediceunents, antidiabetic 
mediccuaents, antiparasitic! medicaments, anticancer medicaments, 
sedatives, analgesic medicAmeAts,/antibiotics, antirheiimatic 
medicaments, immunotherapies/ antifungal medicaments, 
antihypotension medicaments/ vaccines, antiviral mediceunents, 
proteins, peptides, vitamins, cell surface receptor blockers, 
antioxidants, free radical/ scavengers, and organic salts of N,N'- 
diacety Icystine . — 


— 45. The method of claim 34, further comprising the 
step of mixing additiorial propellant with the 
medicaunent/siirf actant/propellant mixture. — 


